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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/JP2003/013238 



I. Basis of the report 



1. With regard to the elements of the international application:* 
1^1 the international application as originally filed 
I I the description: 



pages 
pages 



, as originally filed 



, filed with the demand 



, filed with the letter of 



I I the claims: 

pages 

pages 

pages 

pages 



, as originally filed 



, as amended (together with any statement under Article 19 
, filed with the demand 



□ 

the drawings: 



m9 filed with the letter of 



pages 
pages 



, as originally filed 

, filed with the demand 



the sequence listing part of the description: 
pages 

pages 

pages 



..filed with the letter of 



, as originally filed 

. , filed with the demand 



filed with the letter of 



These elements were available or furnished to this Authority in the following language which is: 

LJ the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
LJ the language of publication of the international application (under Rule 48.3(b)). 

frSSif 1 ^ ° f tranSlati0n fornished for me Ptoses of international preliminary examination (under Rule 55.2 and/ 

With regard to any nucleotide and/or amino acid sequence disclosed in the international anolication the International 
preliminary examination was carried out on the basis of the sequence listing: ™wnanonai appncation, the international 

contained in the international application in written form, 
filed together with the international application in computer readable form, 
furnished subsequently to this Authority in written form, 
furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

bin Wished information recorded to computer readable form is identical to the written sequence listing has 



□ 
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□ 
□ 

□ 
□ 



The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/fig 



5- □ ESiJE* ?. aS , been CSta ^!j! 1 hed ? j? < some of ) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* ^t^^ 0 ^"o!S^m^ fi ^ hed 10 ! HS reCeiV J" 8 °f' Ce in res P onse t0 an invitation «^er Article 14 are referred to 
Zd70.lf) on S^lfy filed and are not wmexed to this report since they do not contain amendments (Rule 70.16 

""Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. Statement 

Novelty (N) 

Inventive step (IS) 

Industrial applicability (IA) 



Claims 
Claim 

Claims 
Claims 

Claims 
Claims 



1-10 



11 



1-11 



1-11 



YES 
NO 

YES 
NO 

YES 
NO 



2. Citations and 

•Document 1 : 
•Document 2: 
•Document 3: 
•Document 4: 
Document 5: 



WO 97/22245 Al (Baxter Int. Inc.) June 26, 1997, Entire document; claims & EP 
809433 Al & JP 1 1-505269 A & US 5935092 A 

WO 01/45719 Al (Welfide Corp.) June 28, 2001, Entire document; Example 3- 
Reference Example 3 & AU 2001/23988 B & EP 1250929 Al & US 2003/69399 A 

JP 1-192368 Al (Asahi Chemical Industry Co., Ltd.) August 2, 1989, Entire document 
(Family: none) 

JP 1-254205 A (Asahi Chemical Industry Co., Ltd.) October 1 1, 1989, Entire document 
(Family: none) 

JP 1-207240 A (Nissho Corp.) August 21, 1989, Entire document (Family: none) 
(Documents 1 -5 are cited in the international search report.) 



(Documents 1-5 are cited in the ISR.) 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 



Continuation of Box V: 



(1) 



Document 1 describes reducing the white blood cell content of the plasma component isolated 
from whole blood by filtration through a white blood cell-removing membrane, and as a result the 
content of viruses in the plasma that have been ingested by the white blood cells is reduced. 

Document 1 does not specifically describe the addition of a process step for filtration with a virus- 
removing membrane after the white blood cell-removing process step. However, as listed in 
documents 2-5, the reduction of viruses in plasma preparations by a virus-removing membrane process 
step is widely known (more specifically, see document 2 for examples of the use of a virus-removing 
membrane that combines membranes with average pore sizes of 75 nm and 35 nm). Moreover, 
documents 1-5 all have a common point in that an object is to remove the viral content from a plasma 
preparation. Furthermore, when removing impurities from a plasma preparation by a membrane 
treatment process, the method per se whereby the membrane treatment process is performed multiple 
times using multiple membranes is one that can be employed as needed by persons skilled in the art 
without reference to the descriptions in documents 1-3, for example. Therefore, this examination finds 
that persons skilled in the art can easily expect to increase the efficiency of removing viruses from a 
plasma preparation over instances in which a single membrane treatment is used by combining the 
white blood cell-removing membrane process described in document 1 with the virus-removing 
membrane process described in any of documents 2-5. Furthermore, the particle size of viruses is 
considerably smaller than white blood cells, and in the removal thereof it is necessary to use a removal 
membrane with a much smaller pore size than the white blood cell-removing membrane. This matter is 
common technical knowledge of persons skilled in the art without referral to any of the documents. 
Therefore, in the aforementioned combination, persons skilled in the art can easily predict that the 
process of removing the white blood cells using a removal membrane with a relatively large pore size 
before performing the process using the virus-removing membrane will decrease the possibility of 
membrane clogging, etc., in the virus-removing membrane process step, and will be advantageous 
from the standpoint of filtration efficiency. 

Thus, this examination finds that in the method described in document 1, persons skilled in the art 
can easily predict combining the virus-removing process step with the virus-removing membrane 
described in documents 2-5 with the process for decreasing the white blood cells by the white blood 
cell-removing membrane. Furthermore, the establishment of proper conditions such as the pressure at 
the time of filtration in response to the surface area, pore size, etc., of the removal membranes used is 
merely a matter of design that is conventionally performed by persons skilled in the art based on the 
descriptions in various documents. 

As a result, based on the descriptions in documents 1-5, the inventions of claims 1-1 1 lack an 
inventive step. 

When we examine Example 1 and Comparison Example 1 in the Specification of the present 
application, not only does Comparison Example 1 not include a process step for filtering with a white 
blood cell-removing membrane, but in the subsequent filtering process with the virus-removing 
membrane, it does not include a filtration process using a virus-removing membrane with an average 
pore size of 75 nm, and in that respect the experimental conditions are different from those used in 
Example 1 . In addition, when we examine Example 1 and Comparison Example 2, they differ mainly 
in the point that whereas in Example 1 the sample immediately prior to treatment with the white blood 
cell-removing membrane is plasma, in Comparison Example 2 it is whole blood to which an 
anticoagulant has been added. Therefore, by comparing Example 1 with Comparison Examples 1 and 
2 this examination cannot clearly confirm that the advantageous effect in the process for producing the 
plasma/serum preparation in Example 1 is provided "by the introduction of a process step for 
removing white blood cells prior to filtration with the virus-removing membrane" as described on 
page 2, lines 25 to 27 of the Specification of the present application. 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 



Continuation of Box V: 
(2) 

The plasma preparation or serum preparation of claim 1 1 is stipulated only in that it is produced by 
subjecting it to process step (a) and then process step (b), but because this examination finds no special 
stipulation whatsoever concerning the white blood cell content and virus content, plasma protein 
composition, etc., of these preparations, the preparations themselves either contain forms that are 
indistinguishable from one of the following or have a high likelihood of easily being prepared 
therefrom: 

• Preparations in document 1 obtained by using a plasma component originally having a 
relatively low level of viral contamination (or a plasma fraction free of viral contamination) as 
a starting material and subjecting it to a white blood cell-removing membrane process step; 

• Preparations of documents 2-5 obtained by subjecting a plasma component originally 
containing very few remaining white blood cells (or free of remaining white blood cells) to a 
virus-removing membrane process step; or 

• A previously known plasma preparation or serum preparation other than those of documents 1- 
5 that is obtained, for example, by removing white blood cells from a plasma fraction 
originally having a relatively low level of viral contamination. 
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